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New Rules for Methylene
Chloride
Scientists have long questioned the health
effects ofexposure to methylene chloride, or
dichloromethane, a chemical commonly
used as a degreaser, ink solvent, and paint
stripper. After reevaluating methylene chlo-
ride for about 10 years, the Occupational
Safety and HealthAdministration has deter-
mined that, based on animal and human
data, methylene chloride poses a significant
cancer risk for workers at the current expo-
sure limits. OSHA has developed a new rule
with a workplace standard of25 ppm as an
8-hour time-weighted average (TWA) and
125 ppm as a short-term exposure limit,
which is considerably less than the current
standard of 500 ppm 8-hour TWA. OSHA
expects to publish the new standard in the
Federal Register this month, and the rule
will take effect 90 days later. Certain provi-
sions, however, would not become effective
for up to three years there after.
The newmethylene chloride rule, which
will also require exposure monitoring, med-
ical surveillance, the establishment of regu-
lated areas, and training, has been in the
making for over 10 years. Following a
National Toxicology Program bioassay in
1985 that showed that methylene chloride
was carcinogenic in mice and rats, OSHA
issued an advance notice ofproposed rule-
making. This opened the issue for public
comment, and in 1991 OSHA proposed a
notice of rulemaking. OSHA submitted a
draft to the Office of Management and
Budget (OMB) in 1994 but withdrew the
draft for further analysis in 1995.
OSHA's final workplace standard was
sent for review to the OMB on 18 July
1996. Congress mandated that the OMB
review the standard to ensure that OSHA
had complied with the Small Business
Regulatory Enforcement Fairness Act,
which requires assessment of the effects of
enforcing the standard on small businesses.
In addition, the 28 September 1996
Congressional Recordstated that "the Office
of Management and Budget should ensure
that OSHA's assessment of the potential
health risk posed by methylene chloride is
consistent with the Environmental
Protection Agency's reassessment of that
chemical under its proposed guidelines for
carcinogen risk assessment, and that the
workplace standard would not pose prob-
lems for compliance with Environmental
Protection Agency regulation of methylene
chloride emissions."
According to Christine Whittaker
Sofge, OSHA's project officer for methyl-
ene chloride, the OMB determined in
October that OSHA had complied with the
small business act and that the EPA sup-
ported OSHA's use of the scientific infor-
mation in the risk assessment. "We
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explained our risk assessment to the EPA
and we got a lot ofsupport for our method-
ology," Sofge said.
According to William Farland, director
of the EPA's Office of Health and
Environment Assessment, the EPA is also
considering an evaluation of methylene
chloride, which could result in a new envi-
ronmental exposure standard.
Meanwhile, industry groups are ques-
tioning the methodology OSHA used to
arrive at the new standard. The
Halogenated Solvents Industrial Alliance
(HSIA) and the Chemical Industry Institute
ofToxicology (CIIT) argue that methylene
chloride is not a human carcinogen because
mouse studies on methylene chloride
(which OSHA used as a basis for its risk
assessment) do not adequately predict
human response because the metabolism
and carcinogenic response ofmice is differ-
ent than that of humans. Adam Finkel,
director ofhealth standards for OSHA, says
that in performing its assessment the agency
used a model that took into account that
humans are substantially less sensitive than
mice or rats, but, "not infinitely so." The
industry groups assert, however, that the
data do not show that methylene chloride is
carcinogenic in rats or hamsters and CIIT
studies conclude that such data may be
more appropriate for human risk assessment
than mice data. Because of this, industry
representatives do not support the standard.
"We are vehemently opposed to this [stan-
dard]," said PeterVoytek, executive director
of the HSIA. "We're going to fight it."
HSIA supports a standard of 50 ppm,
Voyteksaid.
Furthermore, the HSIA and the CIIT
are critical of OSHA for not opening the
risk assessment to peer review. "Without
[seeking] peer review, OSHA is going to get
a lot offlack from the scientific communi-
ty," Voytek said. "Ifthey get bywith this, it
sets precedent for other chemicals. To not
have their [work] peer-reviewed is not going
to be acceptable."
Roger McClellan, president of the
CIIT, says that he is more concerned about
the process by which OSHA arrived at the
exposure limit than the actual amount of
the limit. "Ifthey've used all the science and
they arrive at 25 [ppm], so be it,"
McClellan said. "I want to see a process in
which the best science is used. I want to see
a clear linkage of the science to a policy
decision."
OSHA maintains that its scientists have
reviewed all the research and that the risk
assessment is accurate. "We looked at [the
HSIA's and the CIIT's research] and we
determined that their evidence was not
compelling enough," said Sofge. "We've
looked at all the studies and we still believe
that methylene chloride should be consid-
ered a potential occupational carcinogen."
Once the standard is released, industry
groups could take legal action to halt the
enforcement ofthe ruling.
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